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NDA854571$-WI \

Reed & Camrick Phm’maceutical
Attention: Dr. Fred J. ?4cIlreath
30 Bor$ght Avenue
Kenilworth, NJ 07033

Gentlemn:

Reference is made to your supplement dated May 5, 1980 regarding
your abbreviated new drug application submitted pursuant to Section
505(b) of the Federal Food, Drug, and Cosmetic Act for E#foam
(Hydrocortisone Acetate %wosol Foam, 1%}.

Reference Is also mde to yaurc-n~cat~on ~ate~ oct~~r l~s ~~~o .
amending the supplement.

Tinesupplemental application provides for
‘as an alternate supplfer of Hydrocortisone Jketate, USP.

He have completed the rwiewof this supplemental application and it is
approved. Our letterof December 19. 1979 detailed the conditions relating

+ to the approval of this application.

Thematertal submlttd fs being ret~ned in~ur fi~es.

NWK-DO DUP HFD-614
HFD-616
JLMeyer/CMSmith
R/DinitJMeyer/MSeife
ft/cjl/10-30-80 approved

[~fi >L 2’-2+ -“gJ

‘Dtrector \
Division of Generic Drug Monographs
Offfce of Drug Monographs
Gureau of Drugs

.



/’f(/?>/t /-(
HFD-
A’ITN:~~~EFCHEMIST L.=-&@# “’” “10/83

FRCM :. Manufacturing Review Branch (HPD-324)

SUBJECT:

!)ivision of Brug Quality Co~liance - ~ ~ontml ~ DI)30277

Expiration Date Request for GhQAP: NDA/ANDAt 86-457/sMl

Contractor: I?FFO s CARNRICK, NFW ENG1.Ah!O AVF. PISCATA!JAY. }JJ

Container/Closure Requested:

Requested Expiration Date ;;w;;4u;; months or maximum firm can suppo~t.

Packager: ~~Uc fic pf~l.+,.-,-,-,, ,

I{awMaterial Suppliers:

Please call~ DT at x36007 imne-

U

RMPONSEDUE
diately, if your r!###&’%wi’11 be delayed past the indi-
cated duc date, or if the information available is not 3/14/23sufficient to conplete a response.

Have response ‘hand carried to Room 9B09 and placed in tray marked
“StabilityResponses”locatedon cabinetagainstwall. .

STABILITY”ATASUPK)RTS:

Maximum
. Date (mos)

Container/
Closure Sys&rn Package Size . .

x- -----
.,.- -’--y “-t:;-:’<+“....... .,.-,.,, ..-,

/ i’~

Comnents:

Form FDA 3112 ~

I

I
{



CHEMIST’S REVIIY FOR ! ,tatem:tDate: I;;7,S.001: S-002
ABBREVIATED NEW DRUG APPLICATION

,OR s!~PPLEMENT
‘NN!K AND ,.jjR=J—2y:.~FLlC~~~’.:

b

iii.,]kLT
(- Reed & Carnrick Pharmaceuticals lsuPpLEMENT
t,

Kenilworth, NJ 07033 RESUBMISSION
. .

PURPOSE OF AMENDliENT/SUPPLEMEl{T.
CORRESPONDENCE

Additional suppliers ofacti;e ingredient:
REPORT
OTHER

[DATE(s)Of submission

5/5/80; 9/3/80
PHARNACOLOGICAL CATEGORY ‘NA!vIEOF DRUG

10/14/80
W DISPENSED

glucocorticoid Hydrocortisone Acetate
x OTC

DOSAGE FORM POTENCY(IES) ELATED IND/NDA/MF

foam 1%
STERILIZATION SANIPLES

LABELING

/

BIOLOGIC AVAILABILITY

firms in compliance, memo dated October, 1980 from HFD-322

COMPOi4El!T$, COHPOSITION, MANUFACTURING, CONTROLS
●

satisfactory .

STABILITY:

Protocol:

Exp. Date: * .

REMARt’S& CONCLUSION: approval

CMSmith
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/9:_/y”J’<REXI & CNN?ICK
Pharmaceuticals d

Kenilworth,NewJersey.07Q33(201) 272-6600

.-

,,. . Fred J. Mcilreath, Ph.D.
VICE PRESIDENT October 14, 1980
CLINICAL S REGuLATORY AFFAIRS

-.. ,
.-

. . . . . . . .. ---- ;. . . . .. .

57Department of Health, Education and Welfare { 00/
Food and hug Administration
Division of Generic Drug Products
5600 Fishers Lane
Rockville, MD 20852

,.

RE: NDA 86-457
Ep i foam

Gentlemen:

On May 5, 1980 we submitted a supplement to
the above mentioned NDA. The purpose of this
supplement was to provide for an alternate source
of supply for the active ingredient, hydrocortisone
acetate. In reviewing our records, we have dis-
covered that the supplier identified in that
supplement is incorrect. The correct supplier
should be:

. .

FJMcI:mp

.

Sincerely yours,

i

.

I



. .

REED & CARNRICK

. .

Fred J. Mcllreath, Ph.D.
VICE PRESIDENT

CLINICAL & 17EGuLATORV AFFAIRS

Pharmaceuticals
Kenilworth,NewJersey07033(201)272-6600
.4

,. ’:.

May 5, 1980

Department of Health, Education & Welfare
Food & Drug Administration
Division of Generic Drug Products
5600 Fishers Lane
Rockville, MD 20852

Re: NDA 86-457
Epifoam

Gentlemen:

The purpose of this
ment the above mentioned
sists of the addition of

communication is to supple-
NDA. This supplement con-
an alternate source of

supply of the active ingredient, hydrocortisone
acetate USP. The new supplier will be

The material supplied by
meets all the USP compendia specifications.

Sincerely yours,

73Ay)!!

FJMcI:lh

(

(

,,
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NM 86-457/s-ooi \ \..

Reed- & Camrlck Phamaceut!cals - -
Attention: Dr. Fred J. McIlreath
30 Bori ght Avenue
Kenllwrth, UJ 07033

Gentleman:

Reference ts made to your supplment dated September 3, 1980 regarding
your abbreviated new drug application subattted pursuant to Sectfon
505(b) of the Federal Food, Drug, and Coswetic Act for Epifoam (Hydrocortlsone
Acetate Aerosol Foam, 1Z.

The SUpplmetital applicatim provides for
an alternate suppller of

He have completed the revhw of this suppleau?ntalappTlcatlon and it Is
#pproved. Our letter of Decmber 19, 1979 detailed the conditions relating
to the approval of this application.

The raaterial submitted is being retatned In our file=

Division of 6enerlc i#ug Monographs
Offfce of Drug Monographs
Bureau of Drugs

NWK-DO DUP HFD-614 HFD-616
JLMeyer/CMSmith
R/DinitJMeyer/MSeife
ft/cjl/10-30-80 approved

.. . .. ..-.
...
:.

.

i
I
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I?m) s: CN?N;?ICK
Pharmaceuticals

KenilwoRh,NewJersey,07033 (201) 272-Moo
.

September 3, 1980
Fred J. Mcllreath, Ph.D

,.. . VICE PRESIDENT
CLINICAL & REGULATORY AFFAIRs

W5J d
P --’

[%. .,., r -,

-F.

, .?J./7&-— . . ., -.. ;. . . ?:”. . . . ,

.,.
:\. -... J

- , Uih

Department of Health, Education & Welfare
Food & Drug Administration
Division of Generic Drug Products
5600 Fishers Lane
Rockville, MD 20852

. ,.

Re: NDA 86-457
Epifoam

Gentlemen:

The purpose of this communication is to supple-
ment the above mentioned NDA.

This supplement con-sists of the addition of an alternate source of
supply of the active ingredient hydrocortisone
acetate usp. The new supplier will be
The material supplied by
the USP compendia specifications. . meets all

l’JMcl:lh

Sincerely yours,

-. ~:. ; -,-, ,
.,

. .

I

I

i



WA 86-4>7/s-004
\

ckrlidd??en:

cc:
Iwt’wcl
t+c)-bib
JLMeyfx/CMSfnlth
K/D imt JLMeyer/MS@te/7/8/81



. 4YWIST ‘S REVI W FOR
I

Statement Date:
A13CREV1/\TED14EUDRUG APPLICATION{

OR SlJPPLF!!ER- ;
I ‘DA;6457,S.003:S-OW

—...--7-—— —. -- -,--——. - --- —
Nx{: /l!4L Am-s: -’ .4.”.”s&i3’i:

:(y);:~~j;k.

Reed & Carnrick I
A!lEtiWEllT

c Kenilworth NJ 07033
SUPPLEMENT
l?EsuBf’’lssIo::

\ .

PURPOSE OF A14EtlE{ENT/SUPPLEt”!El;T- -
CORRESP@NDE:;CE
REPORT

S-003 .. ●lternate mfg/supplier OTHER

S-004..a package change, use of a metered valve DATE(s) of SUBl~ISS!OH(s)

S-003..11/18/80
PHAR;IACOLOGICAL CATEGORY ‘t{A!4EOF DRUG S-004..1/23/81

glucocorticoid Hydrocortisone Acetate CM DISPINSED .

x Xxxx OTC

DOSAGE FOR:”; POTENCY(IES) ?ELATED Il;D/KhVV+F

Foam 1%

STIRIL;ZAT]O~; SAWLES “

.

LI.5:L::,5
/ NA

B10L05iC A’JA;LASILITY
NA

ESTA5LlS5!~Z;~TJ~iSFECTIOfi
AEVER INSPECTED.. .S. FiS~an...HF322322

COit?iXICS;TS,CO:+POSITIOii,PMLJFACTURI:4G,COf;TROLS
G

Controls are satisfactory for S-004
.

PACK+.G1~;G “

S7AB1LITY:

Protocol:

Exp. Date:

REPiiRKS & CONCLUS1 ON : S-003.,.alternatemanufacturer/packager to be
..norecord of inspection. Request full address and specific

function. S-004..Use of a metered valve.
S-003..rev. w/f
S-004..approved

CMSmith

Cq .$+ 7~x”6fY.

.



REED & C4W’K’lCK

C .

Fred J. Mcilreath,

Pharmaceuticals
Keniiworth,NewJersey07033 (201) 272-6600

\

Ph.D. I

VICE PRESIOENT

RESEARCH & DEvELOPMENT January 23, 1981

“SpECIAL NEW DRUG APPLICATION SUPPLEMENT - CHANGES BEING EFFECTED.”

Department of Health, Education and Welfare ~
Food and Drug Administration
(HFD-106)
5600 Fishers Lane
Rockville, MD 20852

, .E”,&-?&5,~;;.

RE : NDA 86-457 /s-ook! - ‘
Gentlemen:

The purpose of this communication is to supplement
the above mentioned drug application. This supplement,
which is being submitted under the provision of 5314.8(d),
consists of a change in specifications of the product to
accommodate a metering valve in place of the original free
flowing valve. This change is not made to insure a precise
dosage rather it is intended to provide an interrupted flow
of medication. We learned early after introduction of this
product that many people applied an excessive amount of
medication before they could release the valve. This resulted
in a small number of dosages per can and with a resultant
high cost per dose to the patient. We believe that the use
of the interrupted flow valve will allow much better control
and be a significant savings to patients.

Sincerely yours,

FJMcI;mp
encl. (3)



---

MIA 86-457!S-005

Reed and Carnrick Pharnwceuticals
Attent$on: Rabert J. Handetta
One How England Avenue
P~scata~sy- Hew Jersey 03854

Gentlem?rl:

Reference Is made to YW supp~mnt dated July 9. ~9B2, regard~ng your
abbreviated RW drug application subdttcd pursuant to SectIon 505(b) of the

> Federal Fed, Drug. ml Cosmetic Act for Epffoam (Hydrocortlscme Acetate
Aerosol Foes?},!%.

The suppbsentel appllcatiofiprovides for a change in your aanufacturlng
facl1ftfes from the ~ocation to

.

M have completed the revjew of thfs supplemental application and It is
ammmved. Our letter of December 19, 1979 deta~led the cond~tions reletlng to
thi+approval of this application.

The material submitted is being retained as part ofiyour application.
.

//

w z
cc: NW-DO g I:mcgvaphs

HFD-616 Director
HFD-530 for Drug Monographs
HFD-534 (H. Zen)

mG
9/31/!% Office of Llrugs

tiZe71/BTArnWine ● # Natlomi Center for hugs and iiiQlogics
R/D INITIAL HZell/~eifQ
mstephens: 8/31/82 (8291A)~c-~ ~~x~lgw
Approved

.
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WA 86-45? C!imiv-)s FW:7:! w’ AI(LA07 SL7:L.-’ENT.. —. —

f
NAME AND ADDRESS OF APPLICANT: \

Reed and Carnrick
Piscataway, New Jersey ‘O&4

PURPOSE OF AMENDMENT/SUPPLEMENT
Manufacturing faci~ity change

DATE(S) OF SUBMISSION(S)

PHARMACOLOGICCAL CATEGORY NAME OF DRUG HOhfDISPENSED
lucocortlcord ~ydrocortisone Acetate ~

(Epifoam)

DOSAGE FORM POTENCY STERILIZATION
Aerosol

SAMPLES
HA

LABELING/

BIOL(KIC AVAILABILITY
NA

ESTABLISHMENT INSPECTION
Firm is changing their manufacturing facility from the
to Satisfactory, as per
Seymour Fishman 8/20/82.

STABILITY .

Commitment is made to place first three batches on stability at 3 month
intervals the first year, 6 month intervals the second year and yearly
intervals thereafter.

REMARKS AND CONCLUSION
Approve&

Brenda T. Arnwine

I

I



*

Robert J. Mandetta
MANAGER REGULATORY AFFAIRS

$

Department of
Food and Drug
HFE106

REED & C,4’;;\/?jC~
i+afnweuticaiz

kataway,NewJmey08854(201)981-0070

Healthand Human
Administration

5600FishersLane
Rockville,Maryland 20852

Gentlemen:

\

July 9, 1982

services i
1

!rhepurposeofthis camunication is to su@ement the above
-timed drug application.This .sup@-t, which is being sub-
mittedunderthe prmision of -on 314.8(a) (4),consistsof
changesin mnufacturtigfacilities.The new ~S of ~
& CARNIUCKwill provide additi~ space @ alla ti~ ~e-
gation of mnufactu.ring and anticipatedfuturegrowth.

Previously apprwed equipmnt and methods
that were ~loyed

in our Kenilmrth location will be utilized in our new facility.

Stability studies on the fixst three batches will be suhnitted
at intervals of three mnths begti g with the date of initia+
packaging during the first year following such date, at intemds
of six nmnti during tl-e second year following such date, and at
yearly intervals thereafter for as lcng as neces~ to support an
assigned expiration date.

Current cmpment ~ifications have
suhission. ‘~a=t specifications
usPand NF~ .

been included in this
now reflect current

All other docments that have been affected@ any changes in
specification mxnmclatm are also enclosed. All changesare
~al, not procedual.

The ~letion of m manufamtig facilities is anticipa~
~ @ust 2, 1982. However due to possible scheduling conflicts,
we muld prefer to noti

V%l$@ ‘
telephone as to when wewould be operatioti

Y 3“

“on. Please do notschedule ~ o “nriortir” . g telephone notificatim
franREED&~

(
JUL1319SZs: ely

RJM:mp
end . /

D
‘;A

\=%f~?[t \~ Q% /

.



NDA 86-457/S436

Reed & Camrfck Pnamaceutfcals -
!Wentlon: Robert Handetta
One dew England Avenue
Pt scatway, lieu Jersey 08854

Gentlemen:

Reference ts made to your supplement dated :Iarch 17, 17X rqardfng your
abormdated rm drq upplIcation subnltted pursuant to Section 505(b) of the
Federal Food, Drug, and Cosmtic Act for Epifo&-~ ({tydrocortisone acetate1%
and pramxcine hydrochloride 1%) Aerosol ?oam.

Refe=18Ce ts also made to your comtinicatlon(s) dated October 13, 1923, Apri1
13, 1984 ami Atigust 3, 1%4 awmdimj this supplement.

Toe supplemental application prwldes for revised package insert.

W hew completed the review of this supplemental appllcatton and It is
approved. Mm Ietterof Deceuber 19, 1979 detafled the conditions relating to
the approval of this application.

The material submitted is being mstained l!Iour files.

?4ar&n Se;%, !I.il.
Director .
f)ivfslon of Generfc Drugs
Office of Drug Standards
Centerfor Drugs and ilfologics

‘.
cc: ..
!NUK410
HFN-230
HF!I-83 :,

,.:,<~”“:.+

HFU-20 ~~...-”“

MSeife/KJohnson/mk/8/l7/94
4883A

APPROVAL



Pharmaceuticals
Piscstawsy,NewJersey08854(201)981-0070 -,

!?obe?;J. h~aodet,t~
MANAGER REGULATORY Al=AkR6

April 19, 1984
\

Food and Drug Administration
Division of Generic Drug Monograph
HFD-530
Room 16-69
5600 Fishers Lane
Rockville, Maryland 20857

Gentlemen:

NDA 86-457\s-009

i

Reference is made to your letter of December 8,
1983concerning our supplement of October 13, 1983.

The comments ofyour December 8, 1983 correspondence have been incorporated
/ into our labeling.

Upon reviewing the class labeling for this drug, we are
recommending some minor revisions. Some are grammatical
changes and others, in our opinion, better define the statement
they are intended to make.

For your convenience, two sets of draft labeling are
enclosed. One set is the original, the second set has all the
proposed changes highlighted.

RJM:mp
encls.

Sincerely yours,

?~

.- .-
(... .-

I



?iDA85-457/S-006

I

NWK-DO

t
HFN-530 ~
KJohnson/MS fe
ft/cjl/12-7-83
rev w/f



\

“c’ NDA 86-457/S-006
\

Read & Carnrick
Attentfon: ROb@Ft J. Mandetta
One New England Avwnue
Pi scataway, NJ 088S4

Gentlemen:

Reference is made to your supplement dated March 17* 1983 regarding your
abbreviated new drug application su”mitted pursuant to Section 505(b) of
the Federal Food, Orug, and Sosmettc Act for Epffoam (hydrocortisone
acetate aerosol foa~), V.

The supplementalapplication provides for revised package insert Iabe?lng.

We have revieuqd the draft copy submitted and have the following comments:

TITLE: Youfeust include Pramxine Hydrochloride as an active
ingredient ~fyou wish to note these fn the tftle.

DESCRIPTION: You must note pranoxine hydrochloride as an active
fngredtent. Llkewfse, fts structural formula should be presented.

CLINICAL PHARM4CO!!OGY: Include a brfef statement relatfng to
pramoxine.

INDICATIONS: (delete)... of the anogenital regfonm
~ .....O (revfse to) .... of the anal area.

Wrsing Mothers: we suggest the terminology of the Class Labelihg
liuiiiellne.

DOsNX Af?LIADMINISTRATION:

Note the frequency of

c#VTI!)$?:!Xlete .aO.

Please revise your insert
submit draft copy for our

a.%fnistratlon.

labeling as descrfbed
review and coii t.

A

above, then prepare and

.

Please let us have your re

cc:
Nl+lK-DO t~@gi~v/7~

n HFN-530

\
~ KJohnson/MSeife /

t
.$*

ft/cjl/4-5-83
rev w/f

Division of Generfc~rug Monographs
Office of the Associate !lIrectorfor
Drug Monographs

Office of !lrJgs
National Center for Wuos A l?lolagics
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Robert J. Mandetta
MANAGER REGuLATORY AFFAIRS

pharmaceuticals
Piscataway,NewJarsey086S4(20{)981-0070

:-

March 17, 1983

/

Division of Generic Drug Monographs
Food and Drug Administration
Room 16-69
HFD-530 NDANO. ~(:”;~&EF.
5600 Fishers Lane
Rockville, Maryland

20857

‘Gentlemen:

;DR4FTLABELING
The purpose of this communication is to supplement

the above referenced drug application.
This supplement,which is being submitted under section 314.8(a) (4) (i),

consists of revised labeling reflecting the labeling format
revisions of Federal Register 44:37434 June 26, 1979.

Pursuant to your request of February 4, 1982, this
labeling is submitted as a draft copy.

RJM:mp
encl. (3)

Sincerely yours,

GENERIC IX? eJS

.

.



,..
..,. Reed’% Wnrlck Pbamaceotlcals

Attention: Robert J. Mmdette
One Hew ErIg?anG Avenue
PI scataivay, Hex .Isey !X5@54

.. .

,:.

\

....,.,, “-;” ‘“+- ‘=*

.. . WC 9K185

J

supplementalntw dru~
r
‘PI~cittion smmjtted

of the Regulations, d teo March 20, 1985
;egardfng your abbreviated new druq qpl~ca~ion for EPIFWW {hydrocertlsone
acetate 1% and praaoxins bydrocnloride ix) Aerosol foam

The supplemental application prov~des for tbe use of
as

an alternate packager of the finlshad Oosege fem.
/.

he ha?e completed the revfew 0$ thfs supphmental epp?fcat~on and tt ts
aoweved. Our letter of Oecember W 1975 detaihbd the Condftmw
relating to the approvsl of Ws abbrevlati applicathn.

The material subdttad Is being retained es part of your application.

Sfncerely yours,

(QMK .

Olrector
f Division of Generic 0ru9s

Offfctiof Lvtig Standards
Lenter for drugs and Biologics

cc: NWK-DO
HFN-83
HFN-230
HFN-234

#Jv?’%’~

HCZell/8TArnwi ne
R/5 INITIALED BY HCZell/MSeife
mstephens: 12/6/85 (0930s )
Approval

\



‘ f.1~ ~ carnrjc~ p~~rmaceutic~l ln~a
.dndolph,Massachusetts 08854 I

JJMKMEN7

SUPPLEMENT
RESUBMISSION

.
~P~f” AlEfiDMEf4T/SUPPLEMENT_ -

7

CORRESPONDENCE
REPORT
OTHER>-()@’7-Alternatepackage
DATE(s) of SW?:

.,

14C i

ESTABi.ISnHEJY7INSPECTION i
illw visnes to use as an alternate packager of the finishet
product. Packager is satisfactory as per J.J.Christeson ~j 22/fr “

COMPONENTS, CC!/lPOSITION, tMANLJFAC7UillNG, CGNT2CL5

!’/(-

PACKAGING

STAOILITY
Protcml:

Exp. Date:

.,,.

.1..

Conclusion:

,(”ft ,4 . . -,
. . .

74C$47
/2-/.5-y5-
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.MoANi457/s-oo7

Reed6 Camrfc& Phamaceutfcal s,-Inc.
Attention: Robert J. $landetta
One Maw England Avenue
Pfscataway, I&l 08854

Dear Hr. Mandetta:

Reference 1s made to your supplement dated i$arch 20, 1985 regarding your
abbreviated neti drug appl Ication submitted pursuant to SectIon 505(j) of the
Federal Food, Drug, and Cmwetic kt for EPIFOAH (hydrocortd sone acetate 1%
and pra,aoxtne hyclrochlwide l%) &erosol Foam.

~#J4? Suppleimental applicatlon pmvfdes for the use of
As an

alternate packager of the flnfshed dosage fem. “

Ue have revieued the material submf tted and have the folloufng cmments:

de are auafting the evaluation of the above packager for C+Iod
iianufacturing Practices compl ~ance by the W vfsfon of Drug Qual lty
Cmplfance. Ue ui11 comunkate wfth you upon coapletlon of the
evaluation.

Please let us have your response proiapt~y. A

Center for Drugs and lHol ogics

#
cc :
NWK-t)O ~ 7J&~$

;;::;; /
-&%j!;’rx””&’@HCZel 1 /BTArnwi ne/KJohns

R/n INITIALED: HCZel 1 /filSei fe
mk: 8/26/85:0477m



Pharmaceuticals
kabway, NewJarStyO&W (201)98141070

N

Robart J. Mandatta
MANAGER REGuLATORY AFFAIRS March 20, 1985

Food and Drug Administration
Division of Generic Drug Monographs
HFD-530
Room 16-69

8NDAN(I b- REF. N(3. #@~

Wd?tJDAUPF

5600 Fishers Lane
Rockville, MD 20857

RE : EPIFOA14
NDA 86-457/s-012

Gentlemen:

The purpose of this communication is to supplement the above
mentioned drug application. This supplement consists of an

> alternate packager of the finished dosage form. The name and
address of the packager is as follows:

Bulk finished product along with approved cans and valves are
shipped to the packager, aerosolized and returned to Reed and
Carnrick for labeling packaging and testing as described in our
approved application. .

A letter of authorization to their Drug Master File is enclosed.

Sincerely yours,

RJM:el
encls.

i
1

MAR26~9f35

GENERKDIWGS

,
I

1
i

t
I
i,,
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{ g
DEPARTMENT OF HEALTH ALHUMAN SERVICES

8 .-—
k

—. . ---—* -- * -.-- ....X..=-

-=-X?4F wJkf3iT.X~$iQJJm

3’0 :14anufactuf* ~evleu Brmmh OSW-322 ) “TE: 11/12/85
Dlv2aim of Drqg QualityCompliance

4

lmon - mlxI~ Of -Generic Drugs HFN-234
Ilquesterts Name Brenda I. Arnw ne pmm:443-1390.

SUBJECT: E3TABKSEMENT EVALUATIONREQUEST ●
●

.

MDA, ANDA, ANDSUPPM1/’rMR@SR: 86-195/S-020 and.86-457/S-007

DRUG TRADEMARK (ti~y)

DRtXiM3NPROPRIETARYWME: HvdrocortisoneAcetatPI%@ Pr~jne ~v-ln~+~

~SAGE FORM AND STRENGTH(S): Foam

DIUE CLASSIPICATION: PROPILECLASSCODE:
(Priarity) —A=B— SC other Y ~nM

APPKCANTtS ~: Reed & Carnrick P .

~RE3S:piscataway,New Jersey 08854 ~’q

FACILYTIISTO BE EVALUATED:OJame,Full Addrens,mt (Af -Y), and Responslblllty)

.

a)mata: ( ) See Attmbed.
( ) Act-l m-site In8psctim requested.

Reason:

Recpst Ilec*d: Ia8p,lctiun Reqimtou:
(m ●ppllcmla)

Firm(a) am Aa Corupum’me With mm:
Basis fe k$a18n:
Rtndeldngcm: Conmmmce:
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Robart J. Mandatta
MANAGER REGuLATORY AFHIFIS

Pharmacautiws
Piscatswsy,NewJmay 088S4(201) 981-0070

.

,

October 13, ‘“1983 “’ “

/@f
...

Division of Generic Drug Monographs
Food and Drug Administration WI !WWl lU!W#Ui
Room 16-69 ..- )
HFD-530

/(,.,;7w e-
5600 Fishers Lane
Rockville, Maryland 20857

RE: EPIFOAM NDA-86-457/S-O07

Gentlemen:

Reference is made to your letter of April 7,
1983regarding revised packaging insert labeling for the above

referenced drug.

This supplement consists of revised draft labeling
pursuant to your request of April 7, 1983.

Enclosed is data in support of the statement found
in the “Nursing MothersJ’ section of our labeling.

.

Sincerely yours,

RJM:mp
encl.

.. .? .,? ~<*w’-
,.- ..,- ,-.

. . .. J4.X3;.



Robert J, Mandetta
OIRECTOR REGULATORYAFFAIRS

Pharmaceuticals
Piscafaway,NewJersey088S4(201) 981-0070

.

September 5, 1986

Food and Drug Administration
Division of Generic Drug Monographs
HFD-530
Room 16-69
5600 Fishers Lane
Rockville, Maryland 20857

WPPL NEWCORRES
/0’ ,i

/’q
RE: EPIFOAM

+%%

>
ANDA 86-457/S007
Amendment 001

Gentlemen:

Reference is made to your letter of December 9, 1985
regarding the above mentioned ANDA, EPIFOAM. This letter
approved the use of

as an alternate
packager of the finished dosage form.

This address is not the correct address of the actual
facility. The correct address, which was inspected by the FDA,
is: .

RJM :mm

.....

RECEIVED
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DEPARTMENT OF HEALTH& MUMAN SERVICES

—. . -—. —

F.23n Ort-’nuumb~.

‘ To :Manufacturing ~evieu Bmmoh (RPN-~2 ) DATE:8/20/85
Divisim Of Drw QualityCompliance

?RO?4 - sDiviaicm of Generic Drugs HFN-234
Requesterqs kme~ . ~ ‘mm: 443-1390. .

●

SUBJECT: E3TABLYS- EVALUATIONREQUEST

HDA, ANDA, AND SUPPISfENT N-R: 86-457’s-007 .

=UG TRADE ~RK (if UX!y)
EPIFOAM

DRIE WXWROPRIEIARY NAPE: Hvdroco~tison~AUtP 1% W Fhaawln~ Hvdrochlorlde
. .

1%

DOSAGE FORM AND SRBWTH(S) : A~j

DRUO CLASSIPICATION: PROPILECLASSCODE:
(Priority) —A=B— lC Other x ~

?ACXIJT15 TO BE EVALUATED:(Name,Full Address,DMF’#(if any), and Responsibility

-mt8: ( ) Sa Attached.
( ) Actml m-site inspesttcm mquestod.

Request Rec?d: InspectionZlequestod:
(If 8p@ioable)

P’Am[s) ●m in Complimme With G?I!Ps:
Basis f= Dec5aion:
Reviti4 Cso: Conmwrance:

?6em Pm W4 n@)
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ANDA 86-457/S-010,-----

Dear Sir:

Reed & Carnrick Pharmaceuticals
Attention: Richard K. Bourne, Ph.D.
257 Cornelison Avenue
Jersey City, NJ 07302-3198

,..

NOV I 6 1994

.
This is in reference to your supplemental new drug application
dated May 19, 1994, submitted pursuant to 21 CFR 314.70 regarding
your abbreviated new drug application for EpifoamO
(Hydrocortisone Acetate 1% and Pramoxine Hydrochloride 1% Topical
Foam) .

The supplemental application provides for the
as an

additional stability testing site and as an alternate testing
site for product release.

We have completed the review of this supplemental application and
it is approved.

We remind you that you must comply with the requirements for an
approved abbreviated new drug application described in 21 CFR
314.80-81.

The material submitted is being retained in our files.

Sincerely yours,
.

Rashmikant M. Patel, Ph.D.
Director
Division of Chemistry I
Office of Generic Drugs
Center for Drug Evaluation and Research

../

I
I

I
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Robert J. Mandette
MANAGERREGuLAT~Y AFFAIRS

REED & C/Wti,?kCK
Pharmaceuticals

Piscataway,Now&MMY06854(201)981-0070
\

Ram 16-69
5600FishersIane
Rnckville,MD 20857

emlenen:

kf~~

our SutInission
copies.

RIM:nll
ends .

.

/4(Q J

MASIIPP1iwfolloMElf
%.- -

Sincaay yours, .

r

i

__ .-.. . .
,. :.”

I ;:
., ..1::

.. . . ,

“,li+.f n “,--,f-
j..u\J J. U :. ‘.

-.- .. 7--
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EP281E84

J
x?:%.?~ .’{ &,@& &b” -b.~

(hydrocok;sone acetate 1%
and pramoxine hydrochloride 1!XO

topical aerosol)
oEscNfPTmN:
Atopicsfc@coakW in anaaroad loam COrWAiiinghydrOmrtiaOnaamtata1% andprarnoxkmtrydroctrlorida1% in a
ts%amntainiio pmfsykrwoiyml.mtylaIcUarol,gtywryf aEa*. PEG1OOalaanfa, lauretfr-23. polyosyUO alaar-
ate, mefhyfparaban,pmpytparabarr.trotaresineor hydrochloricadd to ad@ PH, purifiedwafer, propaltants(inert):
tsrtmaandftmpana.
EPtFOAMOmnteka●syntheticatsroidused as an anti-inflammatorymd aratiiprurttiiagent, and a lord arwsfhafii.

Mdacutar mright Hydmcortiaonaacetate404.51. SdrrbMifyof trydmmrtimrra matak in wafer 1 mg/100ml.
Chemicalnarmx Pragn+ane, 320-dioIIe, 21-(acefytory)-11,17difrydrosy-, (llB).

o
II

cHp-o-c-cH3

;=0
CH3 ,

Ho I Oti

s

CH3
I

o
/

Pramoxina Hydmctstorida

. . . . . . . .. . .. . .., ‘.. . ctJafcAlPNANmcol.OSY

)
Topicalmtiietaroids sham anti-intlammato~, anti-pruriticand vaaomndrictive ●tions.

$;ufhi of *intfammatory activly of the fopicatcmtkoateroida is uasdaar.Vartoualaboratorymatfrods,
wocOr@@or assays, are usedto cumpam andpradkf potenciesand/or dmical afficaciaaof thetopicsl

Cotilmateroids. There is aorrraevidanm to suggestthat a racogrrizabtamrratafiin exists bafwaanvaaoconatrictor
potency asadtherapeutic effkacy in man.

MI(WE NvomCHt.OWE
A aurlace or ttrcalanestheticwhich is not dremicdfy relatedto the ““twine”types of focal anesthetics. tts unique
CJremicalstmctrrreis tikatyto minimize the danger of croaa-sansitiiy reactionsin patientsallergfcto other total
anaathatka.

Pharmacokinetics
Ttre extent of parmtaneraus abaorptkrr of topical wrticoatamids is datermhwd by many factors including the
whide, the integrity of the epidarmal barrier, and the use of occlusivedressings.

Topical mrtimateroids can be absorbed from Mrmal intactskin, Inftammatkn and/or other disease processesin
the skin increase the percutaneous absorption of topical mrticostemids. Ocdusiva dressings substantially in-
crease the parmtanmus absorption of topical ~!materoids. Thus. occtuaii dressings may be a vahrabk
Ihem@lc adjunctfor treatment ot raskfam darmatoaas, (Sea DOSAGEAND ADMINISTRATION.)

... . ..-” Once absorbed through me skin, topical mrticostemisfsare handkd mmugh pharmacdriiic pathwayssimilar to,-. .
eystematkally administered mrticoatrrmids. Corticoateroidaare bound to plasma proteins in vatying degrees.
Corfimaferoids are metabolized primarily in the liver and are than excreted by the ktirraya. Some of the topical
Coti!matartridsand tkak rnafabotiieaare also excretedin the bile.

INDICATIONSAwlUSAGE
Topical mrticosteroids are indicatedfor the reliefof me inttammatoryandpruritic manifestationsof corticostemid-
responsive derrnatosas

CONTRAIWCATION5
Topical mrtiiatemids are corrfraindicatadin thosepatiints with a h~ory of tsyparaansitkii to any of the compo-
nents of the preparation.

WARNfN6
Not for prolongeduse. If redness, pain, irritation or swellino persists, discontinue use and consult a physician.
Contentsof the mntamer are under pressure, but not flammable. Oo not burn or puncturethe aerosol container,
Store at temperatures below120%.Keepthis and all medicinesout of the reach of children,
PRECAUTIONS:
General: Systemic abaorptlon of topical mmmsferoids has producedreversible hypothalamic-pituitary-adrarral
(WA) axis suppresamn, rnanifeetationsof Cushmg’ssyndrome. trytwrg~ia and glucosuriam SomePafiims.

Conditionswiridr augment systemic abaorptronincludethe applicationof the more potentefenods. use over large
surface areu. prolongeduse and the additwn of occlustvedressings.

Therefore, pat]entsraceivkrga large dose of a potenttopicaletemid appliedto a large surfacearea or underan oc-
cluswe drassmg shoutdbe evaluated periodicallyfor widenca of HPAaxis sotwressionby usm9the U*atY hydm
corksone and ACTH skmulatrontests. If HPA axIs suppressionis noted. an attempt shoutdbe made to withdraw

. . the drug, to reduce the traquency of epphcatlon.or to substitutea kas potantsteroid.

Recovery of HPA axis function is generalty prompt and completeupondiscontinuationof the drug. Infraquenfty,
signs and symptoms ot sleroid withdrawal may occur, rquirmg supplementalsystemiccortlcosteroids.
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In chiiren absorption may resutt ar hujher blood Ie _
PRECAUTIONS— Pediatric Use.)

~.~ . . :’-

*“’

-.<. ..-.

N irrrtatlon develops, topmalcorlimsteroids should~ ad andappropriate~rapy matmtled

In the presence of dermatotogicaliwfectrorrs.the use of an appropriateamtfungalor anhbacfenalagentahoutdbe
instituted. It A fav@Me reawsae does not occur pmsrsptty.the mrttmsterold should be dramnlmued unlll the
intectmrrhas bean SdSqtMMfYCO-.

lnfomration for the Patient
Pat@ntsusing topkal corticostemkts shouldremive the followingirsformahonand mstructlons
1, Thts mediation is to be used as dmaclart by the physicran.It IS for exiernal use onty Avwd contactwtth the

eyes
2. Do not use this madtation for any disorder other than for which it has been prescribed.
3. The treated skin area ahoufd WOIbe bandaged or ottrerwtse covered or wrapped as to be occluswe unwss

directed by the phyaitin.
4. Report any avJns0{ local adverse MSCWMS eS@3CIStlyunder occluswe dressings.
5. Donot usetightfittingdiapersor plasticpantson a child beingtreated m the diaperarea. as these garmerrw may

Constltoteocciuswe dressings.
Laboratory Tests
The following tests may be helpful m evaluatingthe HPAaxm suppression.

Urinary hydmcortisonetest
ACTHstimulationtest

Carcinogarresis, Mufaganesis, and impairment of Fertility
Long-term animal studies have not been performed to evaluatecarcmogemcPofentlalor the effect on feftifify of
topical cortlmsteroids.

Studies to determine mutegerricii wih pradnisokmeand hydromrtisorre have revealednegatwerestdfs
Pregmncy Category C
Cortlcosterolds are generalfy teratogarsicin t@oratory ammsls when admmmleredsystemicallyat relafwely low
dosage levels. The more potent coet@sterolds have been shown to be teratogemc after dermal appllcaliorrm
laboratory animals. There are no adequate and well-mntrolled studies m pregnantwomen of teralogemceffects
from topically applii corticoatemids. Therefore, topmalcortimsteroirls shoutdbe used during pregnancyonly i
the potential benetii justiiies the potentialnsk to tfw fetus. Drugs of thts classshouldnot be usedextensweiyon
pregnant patients. in targeamounts, or for pmlorsgadperiodsof time.

Nur&g Mothers
It IS not knownwhether topial administration of mrhcoatemids muld result m sufficient syetemlc absorptionto
produce detectable quantthesm breast milk. Systemmally administered cortlcosteroids are secreted Into breast
milk in quanhtresnot hkelyto havv a detetenouseffect on the intent. cmdmn shoutdbe exercmedwhen any Ioptcdl
mrtimstemlds are administered to a nursing woman.
Pediamc Use
Pediatric patienfs may dzrrronstra~ greater susceptibility to tepid corticosteroid-rnducsdHPA axIs suppressmrr
and Cushmg’s syndrome than rrrafura fWients because of a larger skm surlace arwa to body werght ratro.
Hypothalamic-pituitary-adrenal (HPA) axis suppression,Cushirsg’sayndmme and intracranial hypertensionhave
been reported in children recekirrg topial cortiisteroids, Marrifeatataorrsof adrenal suppressrorrm children
include Imear growth retardation, delayed weight gam, low plasma mrtisone levels and absenseof responseto
ACTH stimulation. Maniteatatronsof intracramalhypertenmonincludebulgingIontanelles. headachesand bilateral
papilledema.

AdministrStiOrrot tOPICJlCOfkOSteMids to ChMhefl shouldbe fimited to the kast amount mmpatible wntran af-
tectrve therapeutic regimen, Chmmc cortimeteroid therapy may intetiere with the growth and developmentof
children

ADVERSE REACTIOUS:
The following local adverse reactiis are reported infrequentlywith topical Cortlcosteroids.but may occur more
frequently wrth the use of occluswe dreaemgs. These reactions are hatedm an approxtmalede~easmg order of
occurrence:

Burning Allergic mntact dermatitis
ttchmg Maceration of the sktn
Imtatii Secondary infection
Dryness Skin atrophy
Folhculifis Striae
Hypoplgmerrtation Miliaria
Penoral dermatitm

OVERDOSAGE:
Topically applred cortlcosleroids can be absorbed in suffioent amounts to producesystemic effects (See PRE-
CAUTIONS.)

DOSAGE AND At3MtNtSlRAT10M
A!@Yto attecfedarea 3 or 4 times daily
(NOTE:Reterto the enclosedOirectlonsfor Use,):
DIRECltONSFOR USE:
1. Shakefoam coratamerwgorouslybeforeuse
2. Holdcontaineruprightand dlsperreemedmmon ontoa padby depressingthe mntainer cap severalttmes. A small

amountof foam IS all that IS neededon the pad. Applyto affectedareas
Alternately, the foam may be appkt dwectlyto affectedareas

3. The container artdcap shouldbe dmssemt)led and rmaedwnh warm water after use
NOTE: The aerostd container should never be inserled mto the vagina or anus

H@WSUPPLIED
EPIFOAM’ (NOC0021 -0740-f O) available m fOgpressurizedcans

cAunoN:
FEDERALLAWPROHIBITSDISPENSINGWITHOUTAPRESCRIPTION

E REE13 & CX?NF?lCK
1 New England Avenue
Pmcaiaway. NJ 08854 Rewed Awl 1984

, ,-.. “,
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OFFICE OF GENERIC DRUGS

MDA

CHEMISTRY ,-MAIWJFACTURING, AND CONTROLS:

REVIEW OF SUPPLEMENTAL APPLICATION

86-195/SC023
86-457/SCOIO

ChemistJs Review # 1

NAME AND ADDRESS OF APPLICANT:

Reed & Carnrick Pharmaceuticals
Attention: Richard K. Bourne
257 Corneli,son Avenue
Jersey City, NJ 07302-3198

PURPOSE OF AMENDMENT/SUPPLEMENT

To provide for Analytical Testing Laboratories of the Block Drug
Company, in Jersey City, which will serve as an additional
stability testing site, and as an alternate testing site for
product release.

DATE(S) OF SUBMISSION(S)

05/19/94

PHARMACOLOGICAL CATEGORY TRADE NAME NONPROPRIETARY NAME

An anti-inflammatory 86-195: Proctofoam-HC Hydrocortisoneand antipruritic agent, 86-457: Epifoam acetate andand a local anesthetic.
Pramoxime HC1

DOSAGE FORM POTENCY RX OR OTC

86-195: Topical aerosol 1%/1% Rx86-457: Topical foam 1%/1% Rx

SAMPLES RELATED IND/NDA/DMF STERIL IZATION

N/A N/A N/A

LABELING N/A

BIOEOUIVALENCE STATUS N/A

Reviewer

Eugene L. Schaefer, Ph.D.

Endorsed by P.Schwartz, Ph.D.

Date Com~leted

11/8/94

11/9/94



ESTABT,ISHMENT INSPECTION .

GMP certification letters from
provided. are

EERs have been submitted. The address of the facility to be
inspected is:

The
and

The

Block Drug Company, Inc.
257 Cornelison Avenue
Jersey City, NJ 07302

inspection should cover laboratories for chemical, physical,
microbiological testing, plus stability storage chambers.

facility was found acceptable on 10/21/94.

COMPONENTS, COMPOSITION. MANUFACTURING, CONTROLS

Validation reports for the assay of hydrocortisone acetate and
pramoxine hydrochloride, in concentrates and in the final/ products, are provided.

PACKAGING N/A

STABILITY

Stability protocols are provided.

‘tAllstability samples for ANDA approved marketed product will be
physically transferred to and maintained in the Block Drug
Company, Jersey City storage chamber(s).tt

“Testing will be performed at either the Reed & Carnrick,
Piscataway facility or the Block Drug Company, Jersey City
facility.!!

REMARKS AND CONCLUSION

The supplements are APPROVABLE.

RECALLS N/A

ORDER OF REVIEW
,

I

The application submission covered by this review was taken in
the date order of receipt: Yes _x No
If no, explain reason(s) below:



DEPARTMENT Oi= HEALTH AND liUMAN SERVICES

Public Health Service

FOOD AND DRUG ADMINISTRATION

JEST TYPE iCkl DATE PRoNE NO.

B Original D FollowUp D FUR @ty ~8, 1994 594-1844

REQUESTERS NAME: Gene Schaefer DIVISION: Office of Generic Drugs I MAIL CODE: HFD-629

APPLICATION AND SUPPLEMENT NUMBER: ANDA 86-1 95/SC-023

BRANDNAME: Proctofoam-HC ESTABLISHEDNAME: Hydrocortisone Acetate 1 ‘k and Pramoxine
Hydrochloride 1 ‘A Topical Aerosol

DOSAGESTRENGTH: 1 ‘%/1 YO I STERILEDyes = NO

AOFILECLASS:: ADM I PRIORITY CLASSIFICATION (*G CDER4820. 3]

APPLICANT’S NAME: Reed & Carnrick Pharmaceuticals

APPLICANT’S ADDRESS: 257 Cornelison Avenue

Jersey City, NJ 07302-3198

GOMMENTS:The supplement provides for a laboratory which will serve as an additional site for stability testing and as
]n alternate site for product release testing. The inspection should cover chemical, physical, and micro%iolog~cal
aboratories, and stability storage chambers.

“ACILITIES TO BE EVALUATED DMF NUMeER/ FKEY

J’ ad Co&eSSJ
RESPONSIBILITY PROFILECODE CIRTS ID ~:tiyfi:,:::::::i;::x,:::f~.. , .:.$......*@$$...i*.w.:l,...

.#fi*m*:w**>l’.:<’l’:*x?”:<.’.
~

!. Analytical Testing Laboratories
,—

Stability and
Block Drug Company product release
257 Cornelison Avenue testing. NEC
Jersey City, NJ 07302-3198

I r-----n
I t
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257 Cornelison Avenue Jersey City, N.<. 07302-3198

Telephone (201 ) 434-3(KI0

- FAX (201 ) 434-0842

Research and Development Laboratories

k+RICHARD K.BOURNE, Ph.D. NDA NO.—-~~~, ~~”
Vice president . Regulatory Affairs 1-NDA SUPPL FOR ?~-~:&l.w. p?.t.,”..

“’

NEXT DAY AIR

May 19, 1994

Douglas Sporn, M.D.
Director
Division of Generic Drug Products
HFD-600, Document Control Room #17B-20
Food and Drug Administration
5600 Fishers Lane
Rockville, MD 20857

RE: ANDA #86-457 EPIFOAM

SUV Dlement to an A~Droved AD~lication

Dear Dr. Sporn:
.

Pursuant to 21 CFR 314.70 (b)(2)(iv) and (vi), we are submitting
the enclosed supplement to the subject ANDA which provides for an
additional stability testing site for Epifoam.

Currently, Reed and Carnrick (Division of Block Drug Company),
Piscataway, New Jersey is the approved site where stability testing
and release are conducted.

We propose to add the Analytical Testing Laboratories of the Block
Drug Company, 257 Cornelison Avenue, Jersey City, N.J., as an
additional site where stability testing will be conducted. These
laboratories will also serve as an alternate testing site for
product release.

~ RECEIVEDA

I

I

I
I

I



Ep@amm ANDA 864S7
St4@I Site Change
May, 1994 h
Page 2 .

The following documents are included to support this supplement:

1. GMP certification letter for the Block Drug Company.

2. Proposed stability protocol (#320-008A). This protocol will
become effective following approval and transfer of the
stability program to the Block Drug Company.

3. Methods validation report (#VAL-0040A) for hydrocortisone
acetate and pramoxine hydrochloride generated by the
Analytical Testing Laboratories at Block Drug Company to
support testing of Epifoam at this facility.

4. Approved test method (430N-0068A) for hydrocortisone acetate
and pramoxine hydrochloride in the concentrate.

5. Approved test method (#420N-534A) for hydrocortisone acetate
and pramoxine hydrochloride in the finished product.

A completed Form 356h, Form 3397 and an index is enclosed herein.

Should you have any questions, please do not hesitate to contact me
at (201) 434-3000; ext. 1995.

Sincerely,

;/4z2fQ’’)f’’)P&--.
Richard K. Bourne

Enclosures
Submission in Duplicate
Acknowledgement Copy
Copy sent to:
Ms. H. Pederson
Newark District Office
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-. ANDA 86-457/S-013

Schwarz Pharma, Inc.
Attention: Steven R. Pollock
P.O. BOX 2038
Milwaukee, WI 53201
1111111,11,,,1,1111,,,11111,1,11

.. “. ... .. .,,-,,..

Dear Sir:

This refers to your supplemental new drug application dated
February 7, 1996, submitted pursuant to 21 CFR 314.70 for
Epifoam@ (Hydrocortisone Acetate and Pramoxine Hydrochloride
Topical Aerosol, 1%/1%).

The supplemental application provides. for an alternate finished
product release site and a change of the stability testing site
to SPInc, Milwaukee, WI./

We have completed the review of this supplemental application and
it is approved.

We remind you that you must comply with the requirements for an
approved abbreviated new drug application described in 21 CFR
314.80-81.

The material submitted is being retained in our files.

Sincerely yours, .

~dRas~ikant M. Patel, Ph.D.
I

Director
Division of Chemistry I
Office of Generic Drugs
Center for Drug Evaluation and Research ,
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OFFICE OF GENERIC DRUGS

CHEMISTRY .‘MAl?UFACTURING. AND CONTROLS:

REVIEW OF SUPPLEMENTAL APPLICATION

ANDA 86-457/SCO13 Chemistts Review a!!

NAME AND ADDRESS OF APPLICANT:

Schwarz Pharma, Inc.
Attention: Steven R. Pollock
P.O. BOX 2038
Milwaukee, WI 53201
11111111111111111111111111111111

PURPOSE OF AMENDMENTISUPPLEMENT

To provide for an alternate finished product release site
change of the stability testing site to SPInc, Milwaukee,

DATE(S) OF Submissions)

02/07/96

and a
WI.

PHARMACOLOGICAL CATEGORY TRADE NAME NONPROPRIETARY NAME
An anti-inflammatory Hydrocortisone
and antipruritic agent, Epifoam acetate and
and a local anesthetic. Pramoxine HC1

DOSAGE FORM POTENCY RX OR OTC
Topical aerosol 1%/1% Rx .

SAMPLES RELATED IND/NDA/DMF STERILIZATION
N/A ANDA 86-195: Proctofoam-HC N/A

(Topical aerosol)

Supplement 86-195/SC025 requests a similar change and is being
reviewed concurrently. Separate reviews are being written because
86-195/SC025 and 86457/SCO13 contain different documents.

LABELING N/A

BIOEOUIVALENCE STATUS N/A

ESTABLISHMENT INSPECTION

An EER was submitted on 9/11/96. The facility was found to be
acceptable on 1/30/97.

.
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COMPONENTS. COMPOSITION, MANUFACTURING, CONTROLS

Components, composition-an-d manufacturing remain unchanged.

The following controls information is provided:

Schwarz Pharma, Inc. (SPInc) Test Method - Hydrocortisone
Acetate and Pramoxine Hydrochloride Assays

Method Validation - Cross-lab study to demonstrate lab-to-
lab equivalency between Block Drug and Schwarz Pharma

Block Drug Co. Analytical Test Methods - Determination of
Hydrocortisone Acetate and Pramoxine Hydrochloride in
concentrate and in marketed container

Validation Report for Block Drug Co. Analytical Test M&thods

SPInc Drug Product Specification

These are satisfactory.

PACKAGING n/A

STABILITY

The following stability information is provided:

SPInc Stability Protocol

Additional SPInc Stability Methods

These are satisfactory.

REMARKS AND CONCLUSION

The supplement can be APPROVBD.

RECALLS N/A

ORDER OF REVIEW

The application submission covered by this review was taken in
the date order of receipt: Yes x No

If no, explain reason(s) below:

.
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Febniary7,1990

Charles Ganley, M. D., Director
OfficeofGenericDrugs
DocumentControlRoom 150
Foodand Drug Administration
MetroParkNoxthII
7500StandishPlace
Rockville,MD 20855-2773

FE~t)81996

GEMM:U UNF’ ‘
RIG EPIFOAI+P topical aerosol

(hydrocortisone acetate 1% and
pramoxine hydrochloride1%)
ANDA 86-457

SUPPLEMENTo13
CMC - StabilityTesting Site Change

DearDr.Ganley:

/
Pursuantto21 CFR ~ 314.70(b),Schwmz Phanna, Inc. (SPInc) hereby submits Supplement 013
to ANDA 86-457 to provide for an alternate ftished product release site and a change of the
current stability testing site from Block Drug Company, Inc., Jersey City, New Jersey, to SPInc,
Milwauk~, Wisconsin.Transferofownershipoftheabove-refenmcedANDA fromBlockDrug
Co.,Inc.toSP1ncwaseffectiveJuly11,1995.

This statement will certify that a true and complete copy of this submission has been forwarded to I
the Minneapolis Dktict Offke of the Food and Drug Administration. .

PleasenotethateffectiveAugust29,1995,Schwan PharmaKremersUrbanCompany officially i
and legally became registered as Schwarz Pharma, Inc. Any future correspondence concerning
this application will be under the new corporate name. If there me any questions regarding this
submission, please contact Susan K. Nunchuck-Schumski, Ph. D., Manager, Regulatory Affairs,
at (414) 238-5474.

Sincmly,

SCHWARZ PHARMA, INc. I

.4iiL.
Steven R. Pollock
Director, Regulatory Affairs

Copies to: R. Boume and J.k, BlockDrugCo.,Inc. .’.>
, I

. .. ...>
., ... .1

. ... ..
Mad PO. Box 2038 Mdwaukee, WI 53201 5600 W County I_lne Road Mequon. WI 53092

*---

w’.., ‘.> ~“1_Phone 4143544300 Telex 4311043 Fax 414354 430!3
. ,

-.
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AHDA 86-457/S-014

...

Schwarz Pharma, Inc.
Attention: Steven R. Pollock SEP 25 1996
P.O. BOX 2038
Milwaukee, WI 53201

I,l,llolllc,llllllltl,’,llltllll

Dear Sir:

This is in reference to your supplemental new drug application
dated May 13, 1996, submitted pursuant to 21 CFR 314.70 regarding
your abbreviated new drug application for Epifoam@
(Hydrocortisone Acetate and Pramoxine Hydrochloride Topical
Aerosol, 1%/1%).

Reference is also made to your amendment dated August 14, 1996.
/

The supplemental application provides for a change in the filling
and packaging site to

We have completed the review of this supplemental application and
it is approved.

We remind you that you must comply with the requirements for an
approved abbreviated new drug application described in 21 CFR
314.80-81.

The mat”erial submitted is being retained in our files.

Sincerely yours,

Ds 6:1! q- L3-q~
&

Rashmikant M. Patel, Ph.D.
Director
Division of Chemistry I
Office of Generic Drugs
Center for Drug Evaluation and Research .



/

G. AND CON~OIS ..

86-457 /SCO14 St 1% Re~ew
.

#

OF APPI,IC~ .

Schwarz Pharma, Inc.
Attention: Steven R. pollock
P.O. BOX 2038
Milwaukee, WI 53201
1,1,1,1,11,,,1,111,,,,,,111,1,,1

p~pos~ OF ~lsupp~

1

To provide for a change in the filling and packaging site to
.. /

,

05/13/96 Submitted - Expedited Review requested
05/20/96 Expedited Review denied
06/17/96 The facility was found to be acceptable.
08/14/96 Gratuitous amendment - stability data

~ m~~ ~
An anti-inflammatory Hydrocortisone
and antipruritic agent, Epifoam acetate and
and a local anesthetic. Pramoxine H~l

GE FO~
Topical aerosol

E#E#Y RX OR OTC
Rx

N/A ~ANDA 86-195: Proctofoam-HC
(Topical aerosol)

See DMF Checklist.

A similar change is not being requested for 86-195 at this time.

ILARETIW N/A

N/A

T INSPECTION

The facility was found to be acceptable on 6/17/96 (EER ID#
. The EER is in the jacket.



/.

TS . COMPOSI’&ION . G. co~
.

There is no change in components, composition, manufacturing, or
controls. DP specs, and-DP4CoA are provided.

There is no change in container or closure. Pages 5 to 7 show
that the filling operations at the approved site and at the
proposed site are equivalent. Blank and executed filling records
are provided.

Stability protocols were provided on 5/13/96. Stability results
for 3 months RT and 1, 2, and 3 months accelerated were provided
on 8/14/96. RT = 25°C f 2°C/60%RH t 5%RH. ACC = 40°C/75%RH.

results are not provided because this test is only performed
annually for RT and after 6 months accelerated. However,
acceptable initial results for bacterial count, mold count, and
absence of pathogens were provided on 5/13/96, and primary
container integrity results conform/

The stability data are acceptable.

~ AND CONCILISION

The supplement can be APPROVED.

N/A

ER OF RE~

with specs. -

.

The application submission covered by this review was taken in
the date order of receipt: Yes No x

If no, explain reason(s) below:

The submission was more than 90 days old and was reviewed in
conjunction with 86-457/SCO13, which was taken in the date order
of receipt.

.

I
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#86-457/SCOl REVIEW # ~
DATE

DMF ACTION RESULT OF REVIEW
w~ ~~QMUZIZR

Comments:

Aerosol filling of drug product.
.

Comments:

Comments:

Comments:

Comments:

Comments:

Comments:

Comments:

ACTION CODES .. (1) DMF Reviewed. Other codes indicate why the
DMF was not reviewed, as follows: -

(2) Type 1 DMF; (3) Reviewed previously and no
relevant revision since last review;

(4) Sufficient information (5) Authority to reference not
in application; granted;

(6) DMF not available; (7) Othe~ (explain under’tComments’’).”
Checklist
page 1 of 1 . Eugene L. Schaefer t:

‘L
(/ .J A lb~.;. ;:z, 9/13/96

-- -- ---------------- ------ --’-----_s’ --- -------
Reviewer Signature i Date



SCHVVARZ

.

4

August 14, 1996
,.

DouglasSpore,M.D.,Director
O~lceofGenericDrugs
DocumentControlRoom150
Food and Drug Adminis@ation
Metro Park North 11
7500 Standish Place
Rockvillc, MD 20855-2773

RECEIVED

AUC15~

&---

-,

GENERICDRUGS

SUPPL AMWH%NT
RE: ANDA 86-457; EPIFOAM@ topical aerosol Sc-ow/F’\c

(hydrocortisonc acctatc 1’%0and pramoxinc hydrochloride 1‘XO) -

AMENDMENT 001 toSUPPLEMENT 014-CMC -StabilityData

Dear Dr. Spore:

Pursuant to21 CFR$314.70(b), Schwarz Plmrma, Inc. (SPInc) hereby submits Amendment 001 to Supplement 014
to the above-referencedANDA. Supplement014, submitted May 13, 1996, requested a change in the filling and
packaging site for Epifoam topical aerosol from

ro support the site change, accelerated and
controlled room temperature stability testing on the lots used in the filling operation at was initiated in
April with the commitment to provide data to the agency as soon as available. The stability data is provided herein.

SP1ncrequested expedited review of Supplement014 to permit uninterrupted flow of this drug product to the
marketplace.

This statement will certi~ that a true and completecopy of this submission has been forwarded to the Detroit and
the Mimeapolis District Offices of the Food and Drug Administration.

If there are any questionsregarding this correspondence,please contact Elaine Cibulka, Associate Manager,
Regulatory Affairs, at (414)238-5454.

Sincerely,

SCHWARZ PHARMA, INC.

Steven R. Pollock
Director of Regulato~ AKairs

Mall PO. Box 2038 Mdwaukee, WI 53201 5600 W, County Lme Road Mequon, WI 53092
Phone 414354.4300 Telex 4311043 Fax 4143544309 I



May 13, 1996

DouglasSporn,M.D.,Director
OffIceofGenericDrugs
Document Control Room 150
Food and Drug Administration ~4~ ~4896
MetroParkNorth11
7500StandishPlace GE& i!.?.,,;:“!,,,
RockvMe,MD 20855-2773 *’‘PQ Utit”;.:i;.’

RE: ANDA86-457; EPIFOAM” topical aerosol
(hydrocortisone acetate 1% and pramoxine hydrochloride 1%)

--
SUPPLEMENT 014- CMC - Filling/Packaging Site Change

EXPEDITED REVIEW REQUESTED

DearDr.Spore:

Pursuantto21CFR $314.70(b),SchwarzPharma,inc.(SPInc)herebysubmitsSupplement014to !
ANDA 86-457toprovideforachangeinthefillingandpackagingsiteforEpifoamtopkalaerosolfrom ,

i

Epifoam topical aerosol was recently purchased from Block Dmg Company, with transfer of ownership
completed on July 11, 1995. There is an immediate need to qualify a new filler for the product, as the !
previous filler for this drug product is no longer able to perform the filling operation. This $upplement is
a site change for the filling and packaging onIy; there has been no change in manufacture of the
concentrate, product ingredients, the propellant, or the components. SPInc requests expedited review of
this supplement to permit uninterrupted flow of this drug product to the marketplace. i

Thisstatementwillcertifythatatrueandcompletecopyofthksubmksionhasbeenforwardedtothe
Detroitand‘theMinneapolisDktrictOffIcesoftheFoodandDrugAdministration.

If there are any questions regarding this correspondence, please contact Elaine Cibulka, Associate
Manager, Regulatory Affairs, at (414)238-5454.

Sincerely,

SCHWARZ PHARMA, INC.

&a&
StevenR.Pollock
Director,RegulatoryAffairs

Mad PO. Box 2038. Milwaukee, WI 53201 5600 W. county Lme Road Mequon, WI 53092
Phone 4143544300 Telex 4311043. Fax 4143544309


